
DEPARTME T OF HEALTH AND 

Oral Dosage Form New Animal Drugs; fvermectin Tablets 

SU~~A~~~ The od and Drug Admi~is~at~on (FDA) is amending the animal drug r~g~~at~~~s 

of an abbreviated new animal dru ANADA) filed by 

nc. The ANADA provides for oral use of iverxnectin tablets for prevention of 

eartwo disease in dogs. 

, filed ANADA 200-270 that provides fur v~te~~~ pxeseription use of 

ctin) Tablets for prevention of canine heartworm disease y eli~nation of 

after infective. Bfue Ridge” s 

is approved as a generic copy of Merial Ltd.‘s ~A~T~A~ Tablets, 

-42. ANADA 200-270 is approved as of November 30,200f f and 

d to reflect the approval. The basis of approval is discussed in the 

with the freedom of information provisions of 21 CFR part 20 and 

5 14. I I (~)(2)(~~), a salty of safety and effectiveness data and inform tion submitted to 

approval of this a Xication may be seen in the Dockets Management Branch (HFA-305), Food 

CVO~ 80 
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is~ati~n, 5630 Fishers Lane, rm. f061, Rockviffe, MD 20852, between 9 a.m. 

has dete %~ed under 21 CF 25,33(d)(l) that this action is of a type that does not 

ly y have a sig~ficant effect on the human environment. T exfore, neither 

t nor an e~vir~nrn~nta~ impact state ent is required. 

oes not meet the definition of Yrule” in 5 U.S.C. ecause it is a rule 

erefure, it is not su ect to the congressional review requirements 

21 CF 

e, under the Federal Food, Drug, and Cosmetic Ac=t and under auth~~ty delegate 

Food and Drugs an egated to the Center Vetting Medicine, 

520 is tended as follows: 

PART 520--U AL DOSAGE FCN?M NEW A~~~A~ DRUGS 

ority citation for 21 CF part 520 continues o read as follows: 

2. ~e~ti~~ 520.1193 is revised to read as folXows: 

~~~u~~- (I) Each tablet or chewabXe contains 8, 136, or 272 ~~r~gr~s (mcg) 

ive~~~t~~* 

(2) Each chewable eo tains 55 or 165 mcg ivermectin. 

section. 
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O. ~5~6~4 for use of tablets or chewables descri (a)(l) as in ~ara~a~h 

ewables described in raph (a)(2) as in p~ag~aph (d)(2) of this section. 

o. ~65274 for use of tablets described in aragraph (a)(l) as in paragrap 

this section. 

(c) ~~ec~~~ CQ~S~~~~~~~Q~S. Federal law res icts this drug to use by or on the order of a licensed 

veterin~an~ 

~U~~~~~Q~S of tise-( ) Dogs. For use in dogs 6 weeks of age and older as fo 

(i) A~Q~~~. cg logram (kg) of body weight (2.72 mcg per pound (lb)), ~~irn~rn. 

50 lb, I36 mcg; 5 1 to 10-O lb, 272 mcg; Over 100 lib, a co 

ropriate tablets. Ad~n~ster at monthly dosing intervafs. 

(ii) ~~~~~~~~~~s for use. To prevent canine heartworm disease by eliminating the tissue stage 

of arvae (~~r~~~~~~~ ~~~~~~s) for 1 month (30 days) after ~nfect~Qn* 

) adds. For use in cats 6 weeks of age and older as foflows: 

(i) A~U~~~~ lograms (up to 5 lb), 55 mcg; 2.3 to s (5 to 15 Ib), 

165 mcg; over 6. lograms (15 lb), a combination of the appropriate chewables ~re~o~~nded 

m dose of 24 mcg of bady wei .9 m~g/lb)). Administer once a mon 

~~~~~~~~~ for use. To prevent feline heartworm disease by eliminating the tissue stage 

Qf WQ~ larvae ~~$~~~~~~~ ~~~~~~~ for a month (30 days) after infection, and for remova 

and CQI-IWQ~ of adult and i ature 




